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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 19 March 2004 . 
2a)M This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 1-6 and 8-25 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) S Claim(s) 6 and 8-25 is/are allowed. 

6) ^ Claim(s) 1J> is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1 and 4-5 are rejected under 35 U.S.C. 102(b) as being anticipated by Edwards 
(6,009,877). Edwards teaches a method of interventional surgery comprising inserting an 
actuator within a body operating the actuator to cause a needle to move in a substantially 
perpendicular direction relative to the wall and delivering a therapeutic or diagnostic agent from 
the needle, wherein the therapeutic agent is a pharmacological agent or diagnostic (column 7). 

3. Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by Barath et al. 

(5, 1 12,305). Barath teaches a method of interventional surgery comprising inserting an actuator 
within a body stopping adjacent a target region the actuator including an expandable section 
incorporating a needle and operable between an unactuated furled state and an actuated unfurled 
state wherein when the device is in the unfurled state the needle moves in a substantially 
perpendicular direction relative to the wall of the vessel, wherein the causing step includes 
supply an activating fluid or gas to cause expansion and deflation and delivering a therapeutic or 
diagnostic agent from the needle, wherein the therapeutic agent is a pharmacological agent or 
diagnostic, (columns 2, 3) 
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Allowable Subject Matter 

4. Claims 6 and 8-25 are allowed. 

Response to Arguments 

5. Applicant's arguments filed 03/19/2004 have been fully considered but they are not 
persuasive. In addressing Applicant's arguments with respect to claims 1-5 it is the Examiner's 
position that the rejections of both Edwards ('877) and Barath et al. ('305) fully anticipate the 
claimed limitations. On the outset, it should be noted that Edwards does in the least teach the 
treatment of a diagnostic and potentially a therapeutic. In column 7, lines 48-59, Edwards states 
that suitable echogenic markers such as gas filled particles as shown in U.S. Patent No's 
5,688,490 and 5,205,287 thereby incorporating those teachings as a reference to the delivery 
agents intended by Edwards. An examination of the references cited by Edwards would include 
diagnostic agents used for therapeutic purposes. The broadest interpretation of claim 1 does not 
appear to be limited to an actual hollow needle that penetrates the tissue or delivering the fluid 
from the lumen of the hollow needle to the tissue. In making this distinction it would seem that 
any device that sufficiently penetrates the tissue after the delivery of a therapeutic or diagnostic 
fluid would sufficiently satisfy the limitations of the claims. Applicant only recites that the agent 
is delivered by the needle to the target region. With respect to the claims which depend from 
claim 1 it is the Examiner's position that the limitations of claims 4-5 are met in light of the 
teachings supra in the Edwards rejection. 
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6. In addressing the rejection of claims 1-4 in light of Barath et al. ( £ 305) it is the 
Examiner's position that the Barath device teaches expansion and deflation of the device in order 
to control the needle/protrusions. (Claims 1 : 3) For instance, as recited in column 3 Barath states 
under the description of Figures 3-5 that the tubular extensions will penetrate the vessel wall for 
administration of the appropriate agent. Lastly, it is the Examiner's position that the agents 
recited in Barath anticipated claim 4. 

Conclusion 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Contacts 



Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Michael Thompson whose telephone number is (703) 305-1619. 
The Examiner can normally be reached on Monday through Friday from 9 am to 5 PM. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's Primary, 
Brian Casler, can be reached on (703) 308-3552. The official fax phone number for all 
submissions to the organization where this application or proceeding is assigned is (703) 872- 
9306. 

Michael M. Thompson 
Patent Examiner 



BRIAN L CASLER 
SUPERVISORY PATENT EXAMINER 

TECHNOLOGY CENTER 3700 
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August 06, 2004 



